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The Mandate: Clean Air Act

Section 109 (42 U.S.C. 7409) directs 
the Administrator to propose and 
promulgate “primary” and 
“secondary” NAAQS for pollutants 
identified under section 108. Section 
109(b)(1) defines a primary standard 
as one “the attainment and 
maintenance of which in the 
judgment of the Administrator, based 
on such criteria and allowing an 
adequate margin of safety, is 
requisite to protect the public health.”



“OLD” NAAQS Standard Setting Process
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The Telephone Book:  The Criteria Document



The Staff Paper
•“Science 
bottom lines”
•Policy options





Limitations of the Process
• Encyclopedic criteria document with little 

synthesis.
• Lack of defined process for evidence 

review and synthesis.
• Insufficient transparency in linkage 

between the Criteria Document and the 
Staff Paper.

• Inadequate tracking of responses to 
review.



Evidence Review Methods are Well 
Established

• Systematic reviews
• Quantitative synthesis methods, aka 

meta-analysis
• Schemas for causal inference
• Classification systems for strength of 

evidence



Examples









Planning



Integrated Science Assessment











Classification of Strength of 
Evidence

• Causal relationship
• Likely to be a causal relationship
• Suggestive of a causal relationship
• Inadequate to infer a causal 

relationship
• Suggestive of no relationship



Risk/Exposure Assessment



Policy Assessment













































































The New Process

• Detailed response to CASAC review
• Truly integrated synthesis
• Advancement of outcomes to REA based 

on strength of evidence
• Clear framework for REA
• Transparent linkages of REA to Policy 

Assessment


